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The citations listed below, copies attached, may be material to the examination of the 
above-identified application, and are therefore submitted in compUance with the duty of 
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Birk D., et al "Is the elimination of endotoxin and cytokines with continuous 
lavage an alternative procedure in necrotizing enterocolitis?" Acta Paediatr 
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Black T.L., et al "Necrotizing enterocolitis: improving survival within a 
single facility." South Med J 82:1103-1107 (1989); 
Caplan M., et aL "The role of recombinant platelet activating factor 
acetylhydrolase in a neonatal rat model of necrotizing enterocolitis." Pediatr 
Res, 42:779-783 (1997); 

Cimino G.D., et aL "Psoralens as photoactive probes of nucleic acid structure 
and function: organic chemistry, photochemistry, and biochemistry." Annu Rev 
Biochem, 43:1151-93 (1985); 

Eibl M.M., et al "Prevention of necrotizing enterocolitis in low-birth-weight 
infants by IgA-IgG feeding." N EnglJ Med 319:1-7 (1988); 
Fast C.H., Rosegger H. "Necrotizing enterocolitis prophylaxis, oral antibiotics 
and lyophilized entero bacteria vs oral immunoglobulins." Acta Paediatr Suppl 
396:86-90 (1994); 

Gonzalez-Cruzzi F., Hsueh W. "Experimental model of ischemic bowel 
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Hearst, et al "The reaction of the psoralens with deoxyribonucleic acid." Q 
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combinations." Transfusion, Nov-Dec;25(6):5 1 6-22 (1 985); 
Hsueh W., et aL "Interaction of inflammatory cytokines, bacterial products, 
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Sun X., Hsueh W. "Bowel necrosis induced by tumor necrosis factor in rats is 
mediated by platelet activating factor." J, Clin, Invest. 81:1328-1331 (1988); 
Tessman J., et ai "Photochemistry of the furan-side 8-methoxypsoralen- 
thymidine monoadduct inside the DNA helix. Conversion to diadduct and to 
pyrone-side monoadduct." Biochemistry. Mar 26;24(7): 1669-76 (1985); 
Wolf H.M., Eibl M.M. "The anti-inflammatory effect of an oral 
immunoglobulin (IgA-IgG) preparation and its possible relevance for the 
prevention of necrotizing enterocolitis." Acta Paediatr SuppL 396:37-40 
(1994); 

Wolf H.M., Eibl M.M. "The relevance of immunoglobulin in the prevention 
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Grabstein K., et aL "Cloning of a T cell grov^h factor that interacts with the 
p chain of the interleukin 2 receptor." Science 264:965-8 (1994). 



Applicants have become aware of the following printed publications which may be material to 
the examination of this application: 

• Pennica D, et aL "Human tumour necrosis factor: prescursor structure, 
expression and homology to lymphotoxin." Nature 312:724-9 (1984) describes 
cloning of human TNF. The paper does not disclose the treatment or 
prevention of neonatal necrotizing enterocolotis by administration of a 
therapeutic formulation of polyclonal antibodies directed to TNF. 

• Grabstein K., et aL "Cloning of a T cell growth factor that interacts with the 
p chain of the interleukin 2 receptor." Science 264:965-8 (1994) describes the 
discovery, isolation and characterization of IL-15. The authors used PHA- 
activated perioheral blood mononuclear cells (PBMC) to compare binding of 
IL-15 with IL-2. The paper does not disclose the treatment or prevention of 
neonatal necrotizing enterocolotis by administration of a therapeutic formulation 
of polyclonal antibodies directed to TNF. 
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The following references were cited by the examiner in the parent case serial number 
09/318,019, issued patent number 6,214,343: 



U.S. Pat. No. 5,420,253 to Emery et al, describes techniques for the separation 
of IgG immunoglobulins from the yolk of an egg. The patent does not disclose 
the treatment or prevention of neonatal necrotizing enterocolotis by 
administration of a therapeutic formulation of polyclonal antibodies directed to 
TNF. 

U.S. Pat. No. 5,747,532 to Lia describes the treatment of the production of 
species which induce the expression of nitric oxide synthase in mammals. The 
patent does not disclose the treatment or prevention of neonatal necrotizing 
enterocolotis by administration of a therapeutic formulation of polyclonal 
antibodies directed to TNF. 

U.S. Pat. No. 5,847,088 to Cousens et al, describes nucleic acids encoding 
human plasma platelet-activating factor acetylhydrolase (PAF-AH) or 
enzymatically active fragments thereof as well as describing antibodies reactive 
with human PAF-AH. The patent does not disclose the treatment or prevention 
of neonatal necrotizing enterocolotis by administration of a therapeutic 
formulation of polyclonal antibodies directed to TNF. 

Muguruma, et al. "Role of platelet activating factor in necrotizing enterocolitis 
development in the rat." Prenat Neonat Med. 3:571-579 (1998) describes the 
treatment in rat of necrotizing enterocolitis with recombinant PAF-AH. The 
paper also discloses that TNF-alpha facilitates the formation of necrotizing 
enterocolitis. The paper does not disclose the treatment or prevention of 
neonatal necrotizing enterocolotis by administration of a therapeutic formulation 
of polyclonal antibodies directed to TNF. 
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This Information Disclosure Statement under 37 C.F.R. §§ 1.56 and 1.97 is not to be 
construed as a representation that a search has been made, that additional information material 
to the examination of this application does not exist, or that any one or more of these citations 
constitutes prior art. 
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